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MATERIALs control

PURPOSE

This procedure describes the assessment and control of materials used in the manufacture of therapeutic products, to ensure that products are of consistent and acceptable quality. 

SCOPE

Procedures for the assessment and control of all materials, excluding equipment, used by (Insert manufacturer name) for the manufacture, storage and transport of therapeutic products. Procedures include the assessment of suppliers.

The procedure for change control of critical materials is documented in Quality Management.
The procedure for recalling product is documented in Recall and Product Alert. 

definition

Critical materials: All components, materials or supplies, which could have a direct negative impact on the quality of the therapeutic product.

Responsibilities

· The Quality Manager and Facility Director (Production Manager) are responsible for ensuring the procedures for controlling and assessing materials are followed and meet therapeutic product requirements. 

· (Insert manufacturer name) personnel who have completed (Insert procurement software name) training and are nominated (Insert procurement software name) Users are:

· Responsible for placing orders and maintaining the (Insert manufacturer name) Stock Catalogue. 

· Authorised to make requisitions up to a certain value (set for each individual). Above the set value, final authorisation is the responsibility of (Insert organisation procurement/ corporate services department name). 

· (Insert manufacturer name) personnel receiving requisitions are responsible for recording receipt of the material, performing the incoming inspection and authorising release of the material from quarantine.

· Trained (Insert manufacturer name) personnel are responsible for recording material details in (Insert manufacturing software name) (the manufacturing software application).

· (Insert manufacturer name) personnel are responsible for regularly reviewing stock levels and ensuring sufficient stocks of materials required for manufacture are maintained. 
SUPPLIER ASSESSMENT

1. Suppliers of critical materials must be approved. 

2. Critical and non-critical materials and the approved suppliers are listed in the (Insert manufacturer name) Stock Catalogue in (Insert network file path).

3. Criteria used to approve or reject suppliers and/or their products (material or service) include:

· ARTG listed

· product suitability, including meeting current BP/USP specifications (if applicable) 

· supplier certifications (where applicable) 

· product availability 

· validation testing (where applicable) 

· product cost 

· supplier service   
MATERIAL evaluation

1. All materials which may affect product quality and safety must meet defined specifications. 

2. The level of material quality control is determined by the intended use and potential risk to the product. 

3. Material specifications are recorded on the relevant Material Control (MC) form.

4. Where applicable, test materials for suitability prior to purchase. Evaluation reports are attached to the relevant (Insert quality management software name) Compliance Management.
5. Evaluate batches of foetal bovine serum (FBS) prior to purchase. Selection criteria include the capacity of the batch of foetal bovine serum to support cell expansion and the volume available for purchase. Evaluation results are recorded in a (Insert quality management software name) validation report. 
6. Perform sterility testing on one vial from each batch of commercially supplied DMSO (refer to Reagent Preparation DOC21). 
7. Reagents must be of appropriate quality and suitable for the intended use. If it is proposed to use a reagent not of the specified grade (e.g. if the appropriate grade is not available) the proposed reagent must be evaluated and approved by the Facility Director before use. The qualification process is recorded as a Compliance Management.
8. A copy of the (Insert microbial testing facility name) QC test report for Bactec bottle batches (aerobic and anaerobic) must be attached to the MC form and reviewed for each batch of Bactec bottles received.
9. A copy of the Certificate of Analysis must be attached to the relevant MC form and reviewed for each batch of TSA contact plates or settle plates received. 
external suppliers & (Insert institute name) stores

Ordering:  

Insert ordering process e.g.

1. To make a requisition (Insert name of external ordering software) for items on the shopping list, select item by product description. The catalogue number, approved supplier and cost (without GST) will be recorded. 
2. If the item is not on the shopping list, use a non-catalogue request. Using all capital letters: 

· Enter description. 

· Select category e.g. LABS, plasticware

· Enter unit e.g. box 12

· Record quantity required e.g. 1 (box 12) 

· Record price without GST.
· Select supplier.

· Add to cart and/or favourites (i.e. shopping list)

3. Click on CHECKOUT.
4. Check ‘deliver to’ location and cost centre.
5. Record the supplier in the description.

6. Click NEXT to ‘Checkout’. Click EDIT and edit lines as required.

7. Click NEXT to ‘Checkout: Approver List’. Click ADD ATTACHMENT and attach copies of relevant documents (e.g. invoice) as required.

8. Click NEXT to ‘Checkout: Review + Submit’. Click PRINTABLE PAGE. Print copy of requisition.

9. Click SUBMIT.

10. The date and time that the requisition is placed is automatically recorded

11. File the printed copy of the requisition in the Order File.

12. A Purchase Order (PO) number will be allocated by Supply Staff. 

13. Record order details in the Order Book in Reception. 
Receipt: 

1. On delivery at (Insert manufacturer name), identify the requestor’s name and check the delivered item against the delivery receipt.

2. Sign and date both the delivery receipt for the store person/agent and the copy for (Insert manufacturer name). 

3. Label item with a HOLD sticker, unless material is internal non-critical.
4. Store all supplies of unused HOLD stickers on the designated shelf in the support laboratory. 
5. Store item according to the manufacturer’s instructions in a designated holding area and clearly label with a HOLD sticker, until incoming inspection is completed.

6. Remove items from cardboard boxes before storing the items in the cold room. No cardboard is to be placed in the cold room, with the exception of non-absorbing coated cardboard. Place the items in a plastic container and attach a HOLD label to the container.
7. Record receipt on a Material Control (MC) form, for all items except non-critical materials from internal Stores. Use the Material Control Form (for MC2-MC6) or the Material Control MC1-Form (for critical reagents not ARTG listed or which are listed but still require review, as determined by the Facility Director or Quality Manager). 
8. Complete the Receipt section.
9. Record any comments or actions taken.

10. Attach the certificate of analysis or other documentation, as required. 

11. File the delivery receipt with the requisition in the Order File. 

Material Acceptance:

1. Check the item and documentation against following acceptance criteria: 

· Visual inspection to ensure packaging is secure and has prevented any possible damage to contents
· Material supplied is as requested (eg correct product code/catalogue number/quantity)
· Material arrived in a suitable condition (eg refrigerated, frozen)
· Required certificates/documents have been supplied or obtained from the website (for critical materials).
· Expiry date is appropriate

2. If all acceptance criteria are met, record “accepted” under material assessment on the MC form.

3. Record the receipt details in the Order Book.
4. Record receipt details on the Incoming Inspection spreadsheet in (Insert network file path).
5. Record the material details in (Insert manufacturing software name).

6. For critical reagents that are not listed on the ARTG or are listed but still require review:

· Use the Material Control MC1-Form.

· Facility Director, Quality Manager, Scientist in Charge or a Senior Scientist must: 
· review the Certificate of Analysis and sign the MC form 
· indicate if external sterility testing is required.
· Send sample for sterility testing, if required, and keep the reagents in quarantine (both physically and in (Insert manufacturing software name)) until the test report has been received and reviewed.  

7. Once all the required checks have been completed, sign the MC form authorising release of the item from quarantine.
8. Remove the HOLD sticker to reveal the RELEASED label.
9. Initial and date the RELEASED label.
10. Where a carton containing a number of the same item was labelled with a HOLD sticker, the individual items will not have a RELEASED label. The item does not require an individual RELEASED label if it has been released and relocated, for storage or use, in the following areas:
· The manufacturing facility, stored in the clean room suite or compactus or in use in the support laboratory.
· The (Insert manufacturer’s name  locked cage in the cold room.
11. Update the (Insert manufacturing software name) record and remove quarantine flag.
12. File the MC form in the appropriate MC File.
Material Rejection: 
1. If the item fails to meet the acceptance criteria, record ‘rejected’ under material assessment on the MC form.

2. Record a Compliance Management (CM). Record the details of the material rejected (name, supplier, MC#) and reason(s) for rejection.

3. Record the (Insert quality management software name) CM number on the MC form.
4. Sign the MC form.
5. Notify the supplier. Return or dispose of the item, as directed by the supplier. 

6. Record actions taken and outcome/resolution on the non-conformance.
7. If the problem is associated with a therapeutic good on the ARTG, the TGA is to be notified. Refer to the Quality Manager.

INTERnal Pharmacy 

Orders:  

1. Complete a (Insert institute name) Pharmacy - Drug Requisition form

2. Include the following information:

· Department ((Insert manufacturer name))

· Cost centre

· Date

· Item description (name of material and unit required) 

· Quantity required

· Requestor’s name, signature and phone extension.

Note: The Order Number is the pre-printed requisition number on the Drug Requisition form

3. Send the white copy of the internal Drug Requisition form to the Pharmacy by internal mail or deliver directly.

4. Retain the pink copy in the Drug Requisition book as a record of the order. 

5. Record the order details in the Order Book in Reception.

Receipt and Acceptance:  

As for other suppliers.

Record date received on the pink copy of the requisition in the Drug Requisition book

FORMS

Material Control Form Form82

Material Control MC1-Form FORM128

Controlled templates of the forms are available in (Insert network file path)
MC Forms are numbered according to the following subgroup prefixes:

Critical Reagent (not ARTG listed, or review required)
MC1-

Critical Material from External Suppliers

MC2-

Non-Critical Material from External Suppliers

MC3-

Critical Material from Hospital Pharmacy

MC4-

Non-Critical Material from Hospital Pharmacy

MC5-

Critical Material from Hospital Stores


MC6-
Records

Materials are recorded electronically in (Insert manufacturing software name).

Requisitions (except Pharmacy) and Delivery Receipts (except (Insert institute name) Stores) are stored in the Order File. 

Completed Material Control Forms and relevant product documentation are stored in designated MC files. 

References

1. Australian Code of Good Manufacturing Practice for human blood and blood components, human tissues and human cellular therapy products.

2. (Insert procurement software training guide) information booklet

3. (Insert manufacturing software name) electronic training resource can be accessed in:
(Insert network file path).
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